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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 150-153, 155-163, and 165-170 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Leonhardt et al. (US 
Pat. No. 5,957,949). Leonhardt et al. discloses the following of claim 150: a prosthetic cardiac 
valve assembly comprising: a replacement valve (22) comprising: a plurality of leaflets through 
which blood is configured to selectively flow (col. 6, lines 23-34); and a plurality of commissure 
points (68) from which the replacement valve is suspended; and a valve support (20) connected 
to the replacement valve (Fig. 4) and configured to be collapsible with the replacement valve for 
transluminal delivery, said valve support having an axial length sufficient to extend, when 
implanted, from a position of a native annulus, past the replacement valve, the commissure 
points and the patient's coronary ostia, and into an ascending aorta (Figs. 2-4); wherein an outer 
circumferential dimension of the valve support is configured to vary along at least some portions 
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of the axial length (Fig. 2; col. 6 lines 19-22); wherein the valve support comprises: a first 
section (lower section of element 20 as shown in its deployed state in Fig. 2) terminating in a 
first end, said first end comprising an outer circumference having a first diameter, said first 
section configured to engage the native annulus; and a second section (upper section of element 
20 as shown in its deployed state in Fig. 2) terminating in a second end, said second end 
comprising an outer circumference having a second diameter, said second section configured to 
extend past the coronary ostia and into the ascending aorta; wherein the second circumference is 
greater than the first circumference (Fig 2). 

Leonhardt et al. discloses claim 160 as follows: a prosthetic cardiac valve assembly 
comprising: a replacement valve (22) comprising a plurality of leaflets (col. 6, lines 23-34) and a 
plurality of commissure points (68) from which the replacement valve is generally suspended; 
and a valve support (20) having a proximal portion and a distal portion, said valve support 
connected to the replacement valve (Fig. 4) and configured to be collapsible for transluminal 
delivery; wherein the valve support is configured to extend, when implanted into a patient, from 
a native annulus at the proximal portion to an ascending aorta at the distal portion, past a location 
of the patient's coronary ostia; wherein an outer shape of the valve support is configured to vary 
along an axial length of said valve support such that a cross-sectional dimension of the distal 
portion is generally larger than a cross- sectional dimension of the proximal portion (please see 
Fig. 2 where the upper portion of element 20 has a greater diameter than the lower portion); 
wherein the valve support comprises a plurality of intersecting members forming a plurality of 
cells, said cells being arranged substantially uniformly around a periphery of the valve support 
(Fig. IB); and wherein the plurality of cells located along the distal portion of the valve support 
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comprise a larger cross-sectional size than the plurality of cells located along the proximal 
portion of the valve support (Fig. 2). 

Leonhardt et al. discloses the following of claim 170: a prosthetic cardiac valve 
comprising: a replacement valve (22) comprising: a plurality of leaflets through which blood is 
configured to selectively flow (col. 6, lines 23-34); and a plurality of commissure points (68) 
from which the replacement valve is suspended; and a valve support (20) connected to the 
replacement valve (Fig. 4) and configured to be collapsible with the replacement valve for 
transluminal delivery, wherein when the valve support is implanted in a patient and the 
replacement valve is positioned in a native aortic valve annulus, said valve support is sized and 
shaped to extend from a position of the native annulus, past the replacement valve, the 
commissure points, and the patient's coronary ostia, and into the ascending aorta; wherein an 
outer circumferential dimension of the valve support is configured to vary along at least some 
portions of the axial length (Fig. 2); wherein the valve support comprises: a first section (lower 
section of element 20 as shown in its deployed state in Fig. 2) terminating in a first end, said first 
end comprising an outer circumference having a first diameter, said first section configured to 
engage the native annulus; and a second section (upper section of element 20 as shown in its 
deployed state in Fig. 2) terminating in a second end, said second end comprising an outer 
circumference having a second diameter, said second section configured to extend past the 
coronary ostia and into the ascending aorta; wherein the second circumference is greater than the 
first circumference (Fig 2). 

Leonhardt et al. discloses claims 151 and 161 as shown in Figs. 2-3. 

Leonhardt et al. discloses claims 152 and 162 as shown in Fig. IB. 
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Leonhardt et al. discloses claims 153 and 163 in col. 5, lines 41-52. 

Leonhardt et al. discloses claims 155, 156, 165 and 166 in col. 5, lines 11-22. 

Leonhardt et al. discloses claims 157 and 167 in element 60 and in col. 6, lines 23-34. 

Leonhardt et al. discloses claims 158 and 168 in col. 1, lines 49-58. 

Leonhardt et al. discloses claims 159 and 169 in col. 10, line 53 through col. 11, line 10. 

With respect to claims 150, 160, and 170, if not inherent that a larger diameter end is 
present, it would have been obvious to one having ordinary skill in the art to increase the 
diameter of the distal end in order to more closely conform to the larger diameter of the tissue 
adjacent the valve annulus as taught by Leonhardt et al. (col.6 lines 1 1-22). 

Please note that many of the claims contain functional and intended use language. In 
order to be given patentable weight, a functional recitation must be supported by recitation in the 
claim of sufficient structure to warrant the presence of the functional language. In re Fuller, 
1929 CD. 172; 388 O.G. 279. 

Claims 154 and 164 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Leonhardt et al. in view of Wolff (US Pat. No. 5,104,404). 

Leonhardt et al. teaches the invention substantially as claimed and described above, 
however, Leonhardt et al. does not teach using multiple wires to construct the valve support. 
Wolff teaches a stent constructed from multiple wires in col. 5, lines 10-15 for the purpose of 
allowing greater flexibility in the shape of the stent during its construction. Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the device of Leonhardt et al. by using multiple wires to construct the valve support stent 
in order to allow greater flexibility in the shape of the stent during its construction 
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Response to Arguments 
Applicant's arguments with respect to claims 150-170 have been considered but are moot 
in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANN SCHILLINGER whose telephone number is (571)272- 
6652. The examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on (571) 272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/William H. Matthews/ 

Primary Examiner, Art Unit 3774 

/A. SV 

Examiner, Art Unit 3774 



